
I. Check ail &plicable boxes and type 01 print the requestd information, 
2. Submit an originaf and four (4) copies 

3. t&ii your application to the Hearing Clerk, Food and Drug 
Administratio Room 4-65, 5600 Fishers Lane, Rockville, MD 20857 
4. Enter Docket Number 8 assigned, 

MOBOLAZER MLtO-200, MLIO-300, MLlO-3OOW, MLIO-7000 MLVJ-l.OG, MLIO-2,5G, IMAGE-40 

b. PRODUCT FOR WHICH A VARIANCE IS REQUESTED 
_ A LASER DISPLAY DEVICE 
_ A PROJECTOR FOR A LASER LIGI+T SHOW 
x A LASER LIGHT SHOW 
_ OTHER (Spepec&j 

C.X f’RCJECtbRS ARE INTENDED FOR SAL&. LEASE OR LOAN TO 
OTHER LASER L lGHT SHOW PRODUCERS 

d, PRODUCT IS INTENDED FOR JSE IN A 
LC. PLANETARIUM OR OTHER DOME PROJECTlOfv STRUCTURE 
& THEATER 
0 PISCOTHEQUE OR NIGHT CLUB 
& PAVILION 
& lNDOOR ARENA 
A OUtOOOR ARENA 
h MUSEUM 
4 OUTDOOR ENCLOSED AREA 
_ OTHER (Sp@cifj) 

’ 

E;--Qd-208 12 : 59PM FROM 
P. 2 

PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMlNl$TRAYlON 

!a PRODUCT IS INTENDED TQ 5s USED 
.& AT ONLY ONE tfixed] LOCATION 
2 AT A VARIETY OF (tour) LOCATIONS 
_ OTHER (Specify) 

, 

Argon 455-574 nm 

.+ ~ 
L ..I’ 
ATION LEVELS 
5 (nm) PEAK POWER (Wstts) 

‘2 Waits 
Argon / Krypton 
NdffAG 

455-670 nni 
532 nm 

500 mW 
5 Watts 

IF ANY LASER RADIATION IS PULSED OR SCANNED. 
AMPLlTUbC 
Scanned: D.C. to 500 Hz Amplitude: 60 deg., peak to peak 

- IN-I’ENDED TO BE USE0 AT ANY ONE LOCATION 
x MORE WAN 15 DAYS 
x MORE THAN 5 ls?T NOT MORE THAN 15 DAYS 
x LESS THAN 5 DAYS 

,l 

ga TbUR 6 INTENDED TO RUN FOR 
_X_ MORE THAN 8 MONTHS 
-Xv I-6 MONTHS 
-X- LESS THAN 1 MONTH 
_ OTHER {Speciv) 

h. FWXXJCT UTfLfZES -fHE FCILCOWING LASER EFf ECTS 
.& FRONT SCREEN, PROJECTIONS 
& REAR SCREEN PROJECTlbNS 
_ HOLOGRAP+C DISPLAYS 
x MuWLE REFUXTIONS (mdripics chsrn& or djmction eff+j 

__ AUDK34CE SCANNING 
2. REFLECTIONS FROM STATIONARY MIRROR(S) OR 

MjRRORED SURFACES 
Z StAJfONARY IRRAOlAJlON OF ROTATiNG MIRRQR BA! :.(s) 

3% REASON FOR REQUESTlNG%RlANCE 
x COMPLIANCE WITH THE LlMlTS OF 21 CFR 1040. ?I@! WOULD RESTRICT THE INTENDED USE oF THE PRODUCT BECAUSE 

COMPLtANCE WOULD LIMIT THE OUTPUT POWER TO ?‘hE EXTENT 7HA-f THE QESlRED EFFECTS WOULD NOT BE 
SUFFICIENTLY VISIBLE 

_ U77+ER OR A6DIT!ONAL EXPLANATION (Specify) 

ORM FDA 3747 (3/m) _ 
__- 



11, MANNER IN WHICH IT IS PROPOSED TO DEVIATE FROM THE REQUIREMENTS OF THE APPtlCA8LE STANDARD 
&IT IS PROPOSED TO DEVtATE FROM THE PROVISIONS OF 21 CFR 1040.11 (c) IN THAT TH!i ACCESSIBLE EMISSION LEVEL WOULD 

EXCEED THE ACCESSIBLE EMISSION LIMITS OF CLASS I OR CLASS II 
_ IT IS PROPOSED TO DEVIATE FROM THE PROVISION OF 21 CFR 1040.11 (c) AS FOLLOWS: 

12, ADVANTAGES TO BE DERIVED FROM SUCH DEVIATION 
XLASER LtGHT SHOWS AND DISPLAYS ARE ACCEPTED POPULAR MEDtA IN ENTERTAINMENT AND THE’ARTS, USE OF POWER 

LEVELS iN EXCESS OF THE LIMITS IMPdSEO BY 21 CFR 104CJ.11 (c} IS NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE 
MEDIA, 

_ OTHER OR ADDITIONAL ADVANTAGES (describe a.nd wpkin) 

13, EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO BE PROVIDEO. (Check as many boxes 8s apply. In item 14 “Remwks”. 
justify sny boxes not checked. using additional She8tS as,necessary, State sny other means of radiation protection thet will be used.) 

a. LALL LASER PRODUCTS, SYSTEMS AND PROJECTORS WILL BE CERT!FtEO TO COMPLY WITH 29 CFR 1040.10 AND THE CONDITIONS 
OF THIS VARIANCE AND WILL BE REPORTED AS REQUIRED BY 24 CFR 1002.t0 AND IO02.12 USING THE REPORTING GUIDES PRO- 
VIDED FOR SUCH PURPOSE, THESE ACTIONS WILL EE ACCOMPLlSHEb PRIOR TO ANY INTRODUCTION INTO COMMERCE. 

b. -&EFFECTS NOT SPECIFICALLY INDICATED IN THIS VARIANCE APPLICATION WtLF NOT BE PERFORMED, NO OTHER EFFECTS WtLL 5E 
ADDED UNTIL AN AMENDMENT TO THE VARIANCE HAS BEEN 0BTAlNEb AND THE REQUIRE0 REPORTS OR SUPPLEMENTS, AS 
APPLICABLE. HAVE BEEN SYBMIVED. 

c. XSCANNIMG. PROJECTION, OR REFLECTKIN OF LASER AND COLLATERAL RADIATION {LIGHT SHOW RADIATION) INTO AUDIENCE OR 
OTHER ACCESSIBLE UNCONTROLLED AREAS W1LL NOT BE PERMtTTED EXCEPT FOR DtFFUSE REFLECTIONS PRODUCED 5Y THE 
ATMOSPHERE, ADOED ATMOSPHERIC SCATTERING MEDIA. AN0 TARGET SCREENS, 

d, & LASER RADIATION LEIKLS IN EXCESS OF THE LIMITS OF CLASS I WILL NOT 8E PERMITi-ED AT ANY POINT LESS THAN 3.0 METERS 
ABOVE ANY SURFACE UPON WMtCH PERSONS OTHER THAN OPERATORS, PERFORMERS, OR EMPLOYEES ARE PERMITTED TO 
OR 2.5 METERS GELOW OR IN IATERAL SEPARATION FROM ANY PLACE WHERE SUCH PERSONS ARE PERMITTED TO BE. 
OPERATORS, PERFORMERS, AND EMPLOYEES WILL NOT BE REQUIRED OR ALLOWED TO VIEW RADIATION ABOVE THE LIMITS OF 
CLASS I OR BE EXPOSED TO RADIATION A8oVE THE LIMITS SPECIFIED IN 21 CFR 1040.1 i (c). 

e. 2 ANY PRODUCT WHICH RELIES ON SCANNING TO MEET ACCESS, EXPOSURE, OR PRODUCT CLASS LIMITS WILL INCORPORATE A 
SCANNING SAFEGUARD SYSTEM WHICH DIREC’TLY SENSES SCANNER MOTION AND WHICH WtLL REACT FAST ENOUGH TO 
PRECLUDE EXCEEDING THE APPLICABLE LIMIT. 

f. &ALL LASER LtGHT SHOWS SHALL BE UNDER THE OIRECT AN PERSONAL CONTROL OF TRAINED, COMPEfENT OPERATOR(S). THE 
OPERATOR(S) WILL : 

(1) IMMEDIATELY TERMINATE THE EMISSION OF LIGHT SHOW RADIATION IN THE EVENT OF ANY UNSAFE CONDITION; 

(2) BE LOCATED WHERE ALL BEAM PATHS CAN BE DIRECTLY OBSERVE6 AT ALL TIMES; AND 

(3) BE AN EMPLOYEE OF Tt-lE VARIANCE HOLDER WHO WILL BE RESPONSl5lE FOR TtiE TRAINING AND CONDUCT 0F OPERATOR 

g,.zTHE MAXIMUM LASER PROKCTOR OUTPUT POWER WtLL NOT EXCEED THE LEVEL REQUIRED TO OBTA!N THE INTENDED EFFECTS. 

h, 2 THE PROJECTION SYSTEM (I.E., TWE PROJECTOR AND ALL OTHER COMPONENTS USED TO PRODUCE THE LIGHTING EFFECTS 
WILL BE SECURELY MOUNTEO OR IMMOBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISALIGNMENT. BEAM LIMITS WILL 
BE PROVIDED AS AN INHERENT PART OF THE SYSTEM PESIGN TO PREVENT OVERFILLING 0~ SCREENS. CREAM wops, TARGETS, 
ETC. 

i. ALASER PROJECTORS WILL NOT BE DELIVERED f0 ANY OTHEWPARTY UNDER AN AGREEMENT OF SALE, LEASE, OR COAN UNLESS 
AND UNTtt THE RECIPIENT DEMONSTRATES THAT THEY HAVE-A VARIANCE IN EFFECT AT THE TIME OF DELIVERY THAT PERMITS 
THEM TO PRODUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECTOR. 

i. & IN ADDITION TO ThE REQUIREMENTS OF 22 CFR 1040.70 (h), THE MAI’ UFAGTURER OF LASER PROJECTORS/SYSTEMS WILL PROVIDE 
TO PARTtES WHO PURCHASE, LEASE, OR BORROW THE EQUIPMENt. L *QuATE USER’S INSTRUCTIONS FOR SAFE INSTALLATION 
AND OPERATION AND WHICH EXPLAIN THE RESPONS!BILITY OF THE RECtPlENT AS AN (NDEPENDENT LIGHT SHOW 
MANUFACTURER TO SUBMIT THE REOLJIRED REPORTS AND APPLY FOR AN0 OBTAIN A VARtANCE FROM CDRH PRIOR TO 
1NTRODtJCTlON tNTO COMMERCE OF ANY LASER LIGHT SHOWS. 

k. &THE REQUIREMENTS OF 2t CFR 1002.30 (a)(l) AN0 (2) WILL BE ACCOMPLISHED TMROUbH THE USE OF WRITTEN PROCEDURES 
FOR SETUP ALIGNMENT, TESTING, AND PERFORMANCE OF EACH SHOW. THESE PROCEDURES WILL BE IN SUFFICIENT DETAIL TO 
ENSURE COMPLIANCE WITH 21 CFR 1049.10. THE CONDITIONS OF THfS VARIANCE, AND CONTROL OF ACCESS TO RADlATlON 

AREAS USING THE PROCEDURES DESCRIBED IN THE ANSI 213&l STANDARP FOR THE SAFE USE OF LASERS (AMERICAN NATIONAL 
STANDARDS INSTII”U”TE, 1430 BROADWAY, NEW YORK, NY 10018) OR ANY OTHER EQUIVALENT USER CONSENSUS STANDARD AND 
AND, WHERE APPLtCAGtE, STATE OR LOCAL REQUIREMENTS. LASER RADIA~l0N AREAS WWtCH CAN CONTALN RADIATION LEVELS 
ABOVE THE LIMITS SPECIFIED IN 23 CFR 1040.11(c). WILL BE CLEARLY IDENTIFIED BY THE POSTING OF WARNING SIGNS AND/OR 
RESTRICTED ACCESS THROUGH PHYSICAL MEANS (SUCH AS PRESSURE SWITCHES, PHOTOCELLS. BARRIERS, GUARDS, ETC.). 
THESE REQUIREMENTS APPLY TO TEMPbRARY AREAS (SUCH AS DURtNG SETUP AND ALIGNMENT PROCEDURES) AND TO FINAL 
OR PERMANENT AREAS. THE VARIANCE HOLDER WILL RETAIN THE RECORDS OF THESE PROCEPURES AND THE RESULTS OF ALL 
TESTS AS REQUIRED BY 21 CFR 1002.31, A COPY OF THE VARIANCE APPLICATION, THE APPROVAL LmER, CURRENT PROCEOURES 
AND RECORDS RELATING TO EACH PARTtCULAR SHOW WILL BE WITH THE OPERATQR OR OTHER RESPONSIBLE INdlVlbUAL AND 
WILL BE MADE AVAILABLE FOR iNSPEC,T~ON BY FDA AND OTHER RESPONSIEILE AUTHORITIES 

- ‘ORM FDA 3147 (3187) 



* 
AUTHORITIES PROVIOING SHOW ITINERARY WITH DATES AND LOCATIONS CLEARLY AND COMPLETELY IDENTIFIED, AN0 A BAS1C 
DESCRlPTlON OF PROF’OSED EFFECTS INCLUDING A STATEMENT OF THE MAXIMUM POWER OUTPUT INTENDED. SUCH 
NOTIFICATJQNS WILL P,E MADE, BUT NOT NECES.%RlLY LIMITED TO: 0 

(1) THE CENTER FOR DEVICES AND RADIOLOGICAL HEALTH, OFFICE OF COMPLIANCE {HFZ-312),2098 GAITHER ROAD,ROCKVILLE, 
MD 20880.PRbVIDING TM! fNITlAL AND CLOSING DATES FOR THE FIXED INSTALLATION AND THE ITINERARY FOR MOBILE SHOWS 
IN ADDITION. UNLESS ALL ASPECTS OF EAGH SHOW HAVE BEEN REPORTED AND THE ACCESSION NUMBERS CLEARLY 
REFERENCE’U, EACH NOTICE WILL INCLUDE DETAILED DESCRIPTIONS OF EACH SHOW AND A LlSTlNG OF ALL EFFECTS TO RE 
PERFORMED IN SUFFICIENT DETAIL TO CONFIRM COMPLIANCE WITH THE REGULATIONS. .AND THIS VARIANCE, 

(2) THE FEDERAL AVIATION AQMINIST~TION (FAA) FOR ANY PROJECTIONS INTO OPEN,AIRSPAGE AT ANY TIME (I.E., INGCUDfNG 
SET-UP. ALIGNMENT. REHEARSALS, PERFORblANCfS, ETC,), IF THE FAA OBJECTS TO ANY LASER EFFECTS, THE OBJECTIONS 
\fiolI Rk RFS:OI \/FI-I AND NY CONDITIONS REQUESTED 5Y FAA WILL 5E ADHERED TO. IF THESE CONDITICINS CAN NOT BE MET. “ . , - ”  - -  .  . - - - - .  - -  .  .  

THE OBJPCTIONABLE El PFECTS WILL BE DELETED FROM THE SHOW. 

(3) STATE AND LOCAL RADIATION CONTROL OFFICESIAGENCIES FOR ALL SC%“& TO BE PERFORMED WITHIN THEIR JURISDICTIONS, 
ALL REQUIREMENTS OF STATE ANb LOCAL LAW WILL BE SATISFIED AND ANY OBJECTIONS RAtSED BY LOCAL AUTHORITIES 
WILL BE RESOLVED OR THE EFFECTS DELETED. [LtSTS OF FEDERAL AND STATE OFFICES ARE AVAILABLE FROM THE CENTER 
FOR DEVICES AN0 RADlOLOGtCAL HEALTH UPON REQUEST.) 

14, R&MARKS 

au of Radiological Health to, supply such other informbtim that 



ACCOUNT n 193442277 
ACTUAL WGT: 1 LBS 

MOBOLAZER I NC 
790 HAMPSHIRE RD STE D 

THOUSAND OAKS, CA 91361 

TO: ATTN: HEARING CLERK WI11 594-4654 
FDA- FOOD & DRUG ADMI NI STRAT I ON 
5630 FISHERS LANE ROOM 1061 
DOCKETS MGMT BRANCH i HFA-365 I 
ROCKY1 LLE, MD 28857 

FedEx 
llllllllllllllllllllllllllllllllllllllllllll .i 
FedEx Account Number 

1 
REF: MY GENERATION 

. Del ivery Address Barcode WedEx-EDRI 

FedEx EXPRESS SAVER 

-MD-US SA GAIA:' m 


